ANNEX E
(Cytosensor In Vitro Data)
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E1l IIVS Positive Control Data
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SLS MRD-50 DATA FOR CYTOSENSOR
PROTOCOL (20 MIN) WITHOUT INSERT

DATE MRD-50 (mg/ml)
4/14/94 0.0785
4/15/94 0.0811

5/4/94 0.0821

5/4/94 0.0842

5/5/94 0.0737

5/5/94 0.0749
5/26/94 0.0771
5/27/94 0.0701

1/4/95 0.0794
1/10/95 0.0659
1/11/95 0.0773
1/12/95 0.0613
1/17/95 0.0814
1/18/95 0.0856
1/18/95 0.0871
1/24/95 0.0853

3/1/95 0.0834

3/2/95 0.0741

3/3/95 0.0676

3/7/95 0.0668

3/8/95 0.0916

3/9/95 0.0802
3/10/95 0.0864
3/13/95 0.0782
3/21/95 0.0770
3/22/95 0.0756
3/23/95 0.0812
3/29/95 0.0686
3/30/95 0.0837
3/31/95 0.0855

4/4/95 0.0919

4/6/95 0.0828

4/7/95 0.0817
4/12/95 0.0804
4/14/95 0.0867
4/18/95 0.0817
4/19/95 0.0852
4/20/95 0.0745
4/26/95 0.0861

5/3/95 0.0775

5/4/95 0.0822

5/5/95 0.0797
5/16/95 0.0845
5/16/95 0.0797

E3

DATE MRD-50 (mg/ml)
5/16/95 0.1230
5/16/95 0.0802
5/17/95 0.0906
5/17/95 0.1620
5/17/95 0.1300
5/17/95 0.1490
5/25/95 0.0863
5/26/95 0.0808
5/26/95 0.0769
6/6/95 0.0838
6/6/95 0.0792
7/17/95 0.0755
7/17/95 0.0427
7/18/95 0.0758
7/18/95 0.0772
7/19/95 0.0842
7/20/95 0.0815
7/21/95 0.0782
7/25/95 0.0764
7/26/95 0.0839
7/26/95 0.0847
8/16/95 0.0798
8/17/95 0.0850
8/18/95 0.0849
8/24/95 0.0840
8/31/95 0.0853
9/1/95 0.0828
9/6/95 0.0866
9/21/95 0.0787
9/22/95 0.0701
9/26/95 0.0780
10/4/95 0.0748
10/9/95 0.0837
10/10/95 0.0815
10/10/95 0.0789
10/17/95 0.0779
10/18/95 0.0743
10/20/95 0.0789
10/24/95 0.0804
10/26/95 0.0736
10/27/95 0.0775
10/31/95 0.0785
10/31/95 0.0784
11/2/95 0.0805



DATE MRD-50 (mg/ml)
11/7/95 0.0545
12/13/95 0.0638
12/14/95 0.0743
12/14/95 0.0723
12/20/95 0.0851
12/22/95 0.0795
12/22/95 0.0772
12/27/95 0.0846
12/27/95 0.0844
1/23/96 0.0806
1/25/96 0.0765
1/26/96 0.0688
1/30/96 0.0810
1/31/96 0.0743
2/1/96 0.0808
2/13/96 0.0851
2/27/96 0.0853
2/27/96 0.0867
2/28/96 0.0838
2/28/96 0.0874
3/5/96 0.0846
3/6/96 0.0816
3/7/96 0.0835
4/4/96 0.0882
4/9/96 0.0841
4/10/96 0.0812
4/11/96 0.0831
4/19/96 0.0842
4/25/96 0.0837
4/25/96 0.0808
4/26/96 0.0825
4/29/96 0.0827
4/29/96 0.0731
4/30/96 0.0807
5/1/96 0.0840
5/1/96 0.0770
5/2/96 0.0807
5/2/96 0.0745
5/3/96 0.0824
6/10/96 0.0829
6/11/96 0.0788
6/12/96 0.0794
7/16/96 0.0771
7/17/96 0.0811
7/17/96 0.0762
8/7/96 0.0835
8/8/96 0.0855
8/9/96 0.0824
8/14/96 0.0840
8/15/96 0.0841
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DATE MRD-50 (mg/ml)
8/16/96 0.0875
8/20/96 0.0859
8/21/96 0.0846
8/22/96 0.0880
12/17/96 0.0850
12/18/96 0.0811
12/18/96 0.0761
2/25/97 0.0819
2/26/97 0.0767
2/27/97 0.0850
2/28/97 0.0685
3/3/97 0.0764
3/4/97 0.0852
3/6/97 0.0816
317197 0.0850
3/13/97 0.0847
3/14/97 0.0765
3/14/97 0.0787
3/20/97 0.0901
3/21/97 0.0871
3/25/97 0.0837
3/26/97 0.0869
3/27/97 0.0845
4/04/97 0.0853
4/07/97 0.0866
4/07/97 0.0872
5/29/97 0.0791
5/30/97 0.0795
5/30/97 0.0669
5/30/97 0.0783
6/30/97 0.0805
6/30/97 0.0643
7/01/97 0.0766
7/02/97 0.0727
7/28/97 0.0791
7127197 0.0635
7/31/97 0.0602
8/01/97 0.0706
8/05/97 0.0588
8/07/97 0.0774
8/07/97 0.0773
10/30/97 0.0649
10/31/97 0.0725
10/31/97 0.0694
11/20/97 0.0823
11/21/97 0.0813
12/04/97 0.0785
12/05/97 0.0789
12/09/97 0.0783
12/10/97 0.0804



DATE MRD-50 (mg/ml)
12/11/97 0.0771
12/12/97 0.0794
12/16/97 0.0779
12/16/97 0.0757
12/23/97 0.0813
12/23/97 0.0788
12/24/97 0.0811
12/24/97 0.0810

1/21/98 0.0815
1/21/98 0.0825
1/21/98 0.0791

4/14/98 0.0812
4/16/98 0.0798
4/17/98 0.0785
4/24/98 0.0813
4/28/98 0.0795
4/28/98 0.0809

6/5/98 0.0817

6/15/98 0.0870
6/15/98 0.0907
6/19/98 0.0779
6/19/98 0.0837
7/28/98 0.0821
7/29/98 0.0791
7/30/98 0.0834
7/31/98 0.0906
8/3/98 0.0869
9/10/98 0.0780
9/11/98 0.0811
9/11/98 0.0941
10/9/98 0.0858
10/13/98 0.0814
10/14/98 0.0869
10/15/98 0.0859
10/16/98 0.0854
10/20/98 0.0799
10/21/98 0.0813
10/22/98 0.0826
10/23/98 0.0826
11/6/98 0.0840
11/9/98 0.0957
11/10/98 0.0831
11/11/98 0.0922
11/13/98 0.0968
11/16/98 0.0924
1/29/99 0.0831

2/1/99 0.0830

2/4/99 0.0840

2/5/99 0.0916

2/23/99 0.0818

ES5

DATE MRD-50 (mg/ml)
2/24/99 0.0886
2/25/99 0.0804
2/26/99 0.0960
2/26/99 0.0750
3/01/99 0.0848
3/02/99 0.0779
3/03/99 0.0816
3/03/99 0.0821
3/04/99 0.0830
3/04/99 0.0840
3/05/99 0.0827
3/09/99 0.0775
3/10/99 0.0978
3/16/99 0.0768
3/18/99 0.0727
3/19/99 0.0796
3/23/99 0.1410
3/24/99 0.0864
3/25/99 0.0793
3/26/99 0.0711
3/30/99 0.0754
4/01/99 0.0801
4/02/99 0.0758
4/06/99 0.0813
4/07/99 0.0763
4/08/99 0.0801
4/09/99 0.0763
4/09/99 0.0727
4/13/99 0.0612
4/14/99 0.0674
4/15/99 0.0738
4/22/99 0.0752
4/23/99 0.0742
4/27/99 0.0752
4/28/99 0.0710
4/30/99 0.0661
5/04/99 0.0719
5/05/99 0.0723
5/07/99 0.0690
5/28/99 0.0770
5/28/99 0.0770
5/28/99 0.0820
5/28/99 0.0810
5/28/99 0.0730
5/28/99 0.0670
5/28/99 0.0690
6/02/99 0.0789
6/03/99 0.0760
6/04/99 0.0711
8/10/99 0.0785



DATE MRD-50 (mg/ml)
8/11/99 0.0779
8/12/99 0.0782
8/13/99 0.0801
8/17/99 0.0815
8/18/99 0.0794
9/16/99 0.0781
9/17/99 0.0805
9/17/99 0.0801
10/07/99 0.0745
10/13/99 0.0824
10/14/99 0.0816
10/15/99 0.0796
10/19/99 0.0833
10/21/99 0.0861
10/22/99 0.0812
11/22/99 0.0793
11/23/99 0.0804
11/24/99 0.0786
12/13/99 0.0820
12/14/99 0.0732
12/15/99 0.0847
12/16/99 0.0788
12/17/99 0.0756
12/20/99 0.0823
12/21/99 0.0783
12/23/99 0.0968

01/25/00 0.0832
01/25/00 0.0824
01/26/00 0.0761
01/26/00 0.0768
01/27/00 0.0787
01/28/00 0.0788
02/01/00 0.0840
02/02/00 0.0749
02/03/00 0.0772
02/04/00 0.0794
04/14/00 0.0764
04/17/00 0.0780
04/18/00 0.0740
04/19/00 0.0723
04/24/00 0.0810
04/25/00 0.0824
06/13/00 0.0813
06/13/00 0.0753
06/13/00 0.0802
07/13/00 0.0841
07/14/00 0.0729
07/17/00 0.0762
07/24/00 0.0800
07/25/00 0.0758
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DATE MRD-50 (mg/ml)
07/25/00 0.0731
07/27/00 0.0761
07/28/00 0.0721
08/02/00 0.0811
08/10/00 0.0772
08/11/00 0.0740
08/11/00 0.0731
08/25/00 0.0847
08/25/00 0.0730
10/04/00 0.0750
10/06/00 0.0777
10/11/00 0.0815
11/27/00 0.0727
11/28/00 0.0742
11/29/00 0.0786
12/12/00 0.0788
12/13/00 0.0699
12/14/00 0.0765
12/28/00 0.0816
12/29/00 0.0729
12/29/00 0.0809

2/5/01 0.0887

2/6/01 0.0753

2/9/01 0.0734

2/12/01 0.0773
3/5/01 0.0751
3/6/01 0.0759
3/14/01 0.0782
3/20/01 0.0798
3/21/01 0.0666
3/22/01 0.0687
3/23/01 0.0769
3/27/01 0.0783
6/27/01 0.1247
6/28/01 0.0790

7/2/01 0.0811

7/3/01 0.0767

7/6/01 0.0765

7/11/01 0.0753
7/12/01 0.0738
7/13/01 0.0917
7/17/01 0.0793
7/18/01 0.0834
7/19/01 0.0817
7/20/01 0.0768
8/22/01 0.0740
8/23/01 0.0765
8/24/01 0.0769
8/28/01 0.0227
8/29/01 0.0698



DATE MRD-50 (mg/ml)
9/5/01 0.0790
9/6/01 0.0748
9/6/01 0.0752
9/7/01 0.0694
9/12/01 0.0795
9/13/01 0.0681
9/13/01 0.0702
10/02/01 0.0813
10/03/01 0.0817
10/03/01 0.0812
10/17/01 0.0832
11/06/01 0.0802
11/07/01 0.0754
11/08/01 0.0786
11/09/01 0.0803
11/13/01 0.0749
11/14/01 0.0740
11/15/01 0.0754
11/16/01 0.0975
11/27/01 0.0753
11/28/01 0.0796
11/29/01 0.0696
11/30/01 0.0735
11/30/01 0.0798
12/04/01 0.1630
12/05/01 0.0704
12/05/01 0.0782
12/12/01 0.0711
12/13/01 0.0723
12/14/01 0.0755
12/18/01 0.0693
01/23/02 0.0722
01/24/02 0.0722
01/31/02 0.0799
01/31/02 0.0772
02/01/02 0.0763
02/05/02 0.0742
02/08/02 0.0719
02/12/02 0.0739
03/19/02 0.0928
03/20/02 0.0756
03/21/02 0.0849
03/22/02 0.0760
05/08/02 0.0848
05/09/02 0.0747
05/10/02 0.0848
05/15/02 0.0661
05/17/02 0.0792
05/28/02 0.0766
05/29/02 0.0766
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DATE MRD-50 (mg/ml)
05/30/02 0.0848
08/02/02 0.0713
08/08/02 0.0748
08/09/02 0.0743
08/15/02 0.1137
08/15/02 0.0782
09/06/02 0.0871
09/10/02 0.0808
09/11/02 0.0760
09/12/02 0.0791
09/17/02 0.0857
09/19/02 0.0703
09/25/02 0.0849
09/26/02 0.0718
09/26/02 0.0850
02/07/03 0.2325
02/11/03 0.0818
02/13/03 0.0790
02/21/03 0.0732
02/21/03 0.0832
04/24/03 0.0846
04/24/03 0.0831
04/29/03 0.0810
04/29/03 0.1734
04/30/03 0.0780
05/07/03 0.0867
05/08/03 0.0836
05/09/03 0.0860
05/14/03 0.0827
05/15/03 0.0833
05/16/03 0.0864
07/22/03 0.0763
07/23/03 0.0675
07/24/03 0.0778
07/25/03 0.0812
07/30/03 0.0851
07/31/03 >0.03
08/01/03 0.0803
08/05/03 0.0838
08/06/03 0.0790
08/07/03 0.0805
08/08/03 0.0773
08/13/03 0.0849
08/14/03 0.0741
08/15/03 0.0685
08/19/03 0.0840
08/20/03 0.0821
08/21/03 0.0812
08/22/03 0.0820
08/26/03 0.0826



DATE MRD-50 (mg/ml)
08/27/03 0.0785
09/04/03 0.0818
09/05/03 0.0797
09/09/03 0.0850
09/10/03 0.0815
09/11/03 0.0843
09/24/03 0.0833
09/25/03 0.0802
09/26/03 0.0814
10/01/03 0.0813
10/02/03 0.0832
10/03/03 0.0841
10/30/03 0.0823
10/31/03 0.0825
11/05/03 0.0778
11/06/03 0.0810
11/07/03 0.0804
11/11/03 0.0839
11/12/03 0.0748
11/13/03 0.0781
12/03/03 0.0873
12/04/03 0.0810
12/05/03 0.0795
12/10/03 0.0829
12/11/03 0.0842
12/12/03 0.0820
12/16/03 0.0835
12/17/03 0.0812
12/18/03 0.0832
12/19/03 0.0837
12/23/03 0.0745
12/30/03 0.0755
12/31/03 0.0856
12/31/03 0.0784
01/14/04 0.0821
01/15/04 0.0797
01/16/04 0.0790
01/20/04 0.0808
01/21/04 0.0783
01/22/04 0.0803
01/23/04 0.0797
01/27/04 0.0839
01/28/04 0.0807
01/29/04 0.0800
01/30/04 0.0801
02/11/04 0.0840
02/12/04 0.0805
02/12/04 0.0758
02/24/04 0.0830
02/26/04 0.0859
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DATE MRD-50 (mg/ml)
03/02/04 0.0838
03/11/04 0.0826
03/18/04 0.0820
03/18/04 0.0837
03/31/04 0.0808
04/01/04 0.1602
04/02/04 0.0771
04/08/04 0.0799
04/21/04 0.0430
04/22/04 0.0684
04/23/04 0.0781
04/27/04 0.0812
04/28/04 0.0830
04/29/04 0.0803
05/05/04 0.0809
05/06/04 0.0703
05/07/04 0.0809
05/12/04 0.0758
05/13/04 0.0828
05/14/04 0.0795
05/19/04 0.0811
05/20/04 0.0793
05/21/04 0.0805
05/26/04 0.0828
06/30/04 0.0842
07/01/04 0.0778
07/07/04 0.0759
07/08/04 0.0809
07/15/04 0.0721
08/04/04 0.0810
08/05/04 0.0785
08/05/04 0.0775
08/24/04 0.0799
08/25/04 0.0797
08/26/04 0.0792
09/01/04 0.0834
09/02/04 0.0756
09/02/04 0.0582
10/06/04 0.0782
10/07/04 0.0769
10/12/04 0.0757
11/23/04 0.0821
11/24/04 0.0833
11/30/04 0.0767
12/07/04 0.0781
12/08/04 0.0750
12/09/04 0.0751
01/11/05 0.0782
01/12/05 0.0771
01/12/05 0.0775



DATE MRD-50 (mg/ml)

05/03/05 0.0529
05/04/05 0.0704
05/05/05 0.0745
05/10/05 0.0787
05/11/05 0.0221
05/12/05 0.0219
05/17/05 0.0801
05/18/05 0.0742
05/18/05 0.0755
06/07/05 0.0836
06/08/05 0.0786
06/09/05 0.0784
06/29/05 0.0836
06/30/05 0.0702
07/06/05 0.0841
07/07/05 0.0746
07/13/05 0.0821
08/24/05 0.0780
08/25/05 0.0622
08/31/05 0.0801
09/20/05 0.0817
09/21/05 0.0714
09/22/05 0.1097
09/23/05 0.0802
09/29/05 0.0208
09/30/05 0.0793
10/06/05 0.0799
10/13/05 0.0837
11/16/05 0.0880
11/17/05 0.0810
11/22/05 0.0842
11/30/05 0.0855
12/01/05 0.0795
12/02/05 0.0790
03/08/06 0.0774
03/09/06 0.0730
03/10/06 0.0765
03/16/06 0.0711
05/03/06 0.0675
05/09/06 0.0800
05/10/06 0.0769
05/12/06 0.0743
06/28/06 0.0855
06/29/06 0.0789
06/30/06 0.0783
Average (mg/mL) 0.0799
ST DV 0.011
CV (%) 14.3

* - Not included in the historical calculation since it was tested on a defective channel.
# - Not included in the historical calculation since cell seeding density may have been inaccurate.
Numbers in bold indicate failed assays. Value is used to calculate the average.
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E2 COLIPA Raw Data from CellTox AB

E10



+s5 BLDG A @oo2
07/14/95 FRI 16:29 FAX 301 738 1036 MICROBIOLOGICAL s.28

o @CellTox AB .l Date/Datum ' Ourvir e,

Anders Peterson 950627

Dr David Lovel

COLIPA Data Coordinator
BIBRA Toxicology International
Crashalton

Surrey, SMS 4DS

United Kingdom

Below and in the revised profocols are my answers to the” BIBRA Quality
Assurance Audits® comments to Laboratery 28.

b (i). Entries under the column °*Physical appearance” are wrong due to a
missunderstanding. Entries are changed in the revised prolocol. N

b(i). NST ( not suitable for lesting ) Is changed to “Unsuilable for
lesting® and placed in the MRD50 columns,

b(ii). Changed in accordance with your comments.

b(iv).. For sample 2479 n.t. means “not found®, This is taken from the
Excel spreadsheet analysis since no MRD50 value was obtained. Since |
runned out of test sample no additional testing was performed.

b(v). The formula in the original protocoll shall be changed, wich had been
reported from the leading laboratory.
The correct formula shall be:

A/ 1+ ¢(B* (log MRD50 - G ))
b(vi). Sample number 3825 MRDS50 found to be higher than 316.2 mg/ml.

b(vi) Compliance with GLP. Corrected for.
| hope you will find changes and comments made satisfactory.

Most Sincerely

Address Telephone Teletax

S. L&ngsbergsgaian 30 +48 31 66 04 B0 +46 3168 07 17
S-421 32 Vista Fralunds

Swedan
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LOGICAL LT BLDG A
7 :29 FAX 301 738 1036 MICROBIOLOS 5.3,
07/14/08 _FRI1_18:20 T4 T30 73p 1038 of icrosroLncy~.e 321 738 12 J"u_’_u':_'_'-"aﬁ?'{ﬂ}jb"ii_:'
Appesdis 2
Eeport Porm
OOUPAIIHHQ!M?M:W- . )
PHASE 3 .
h [ g
s. |5 CORK DATA SCPFLI-
Lt '-,- Ex or Microphyelermeter MENTAL:
T G ' ' DAYA
Sample ID Physical Log (MRD,) dRD, fa uz/l) Prediced | ssg '
A Triall } Triada | Dl 3 | Avernge ST, .gc:‘:. .
2003 Pink clear liquidf 4.879 [2.686 [4.27¢ 4.679 | 2.060 2797 1
2136 colourless liquid 3.433 [3.441 |[3.456 3.444 17.310 H2.527
2146 White gel Unguitgble far Xestin o i
2201 {Colouriass 11quid 4.994 J4.995. | 5 000 4.997 | 158 2835 |
2254 Colourless liquid 5.469 |5.4ss 5.472 | 5.466 § o.500 |28 5.0l |
2263 Red powder Unsuiteble fo, testing
2283 WVhite gel Unsuijable fof testinf.
2292 White gel Unsuidable fof tasting.
2300 White gel Unsu:'.+ble foy testinf.
2331 Vhits gel Unsuidgable fo} tesrink,
| 2386 Clear yellow vis| 2.826 |2.771 [2.892 |2.833 | 42,358 1.6~
2408 Vhite gel Unsu e fof test

- 2439 Clear lig.w.pre.. Unsuigable fof tesring.

2"‘;5 White gel Unsuigable fo} tesrink. : '
2479 Clear visc.lig. | n.f [5.315 |5.32¢ |5.320 [ o.e51 B2 1
Valuss (o Be dearmined by partes ¢ Baoigemen) team | Fs o .

P = *7 n,f = not found

Performing Lavera Code No: 28 - " " vise. = viscous
- i S T ~ liq. = liquid

;:ggmhmq Dr. Anders Peterson .

E12




MICROBIOLOGICAL +++ BLDG A @004

95 FRI 16:29 FAX 301 738 1036 0] e 5.4
07/14/ L ~sv ivap .lll.ﬁo’]'pmi =?1 738 03¢ >- “293‘&’01&‘
Appeadix 2
Repart Farm
COLIPA Ia Vitre Ky Yrritatloa Valldsog Programme: -
PHASE 2
' - e T meaEsT .
S L CORE DATA ‘ SURPPLL.
.:: - ’E; B Ul&l‘mﬂm IENIAI;
mn
Sampls ID ‘:"‘H Leg (MRD,) (MRD, fn vg/ml Prodicted -1
pesrance MMAS® | Conn
2563 Colourless liquidf4.561 | 4.730 J4.703 |s4.671 | 2,090 r27.47 5 .
2638 White gel Unsuifable f& Tesrirg. .
. 2673 Opelescent white | Bpgui; ,blfl-f*.ﬁgu ] . ]
1 2764 f olourless [t¥o-pH  Unsuifable fok testids. =4
2811 Colourless liquid 3,093 | 3,155 [3.187 | 3.140. 127660 f2, - q
2845 Colourless liquid Unsuifable fdr testi g- , j
2901 Colourless liquid 2.556 | 2.477 | 2.415 | 2.491 | e3.220 [52. $2.4
==
3067 Clear yellow 1ig) Unsuifsble fdr restijg.
3177 Colourless liquid Upsutbable £ r testifp.
3191 Colourless liquid 2.724 | 2.699 2.699 | 2.708 | 49.530 |20 1.9 ]
3207 Colourless liquid 4.245 | 4.221) 4.208 | 4.225 | 4.610 |-25 -
3232 Black gel Unsuirable £4r testihg. : I
A 3306 Colourless 1iqui§ 3.121| 3.425] 3.394 [ 5 2 | 20.660 1-8 . !
5 : = I
332 .. [Polburless vis.lif 2.886 | 2.903] 2.851 | 2.881 39.785 |l4. ol - -1
3337 White crystals | 4.424) 4.396| 4.426 | 4.415 3,296 6.3 |
uzs o 2o parnes du EASAEFDOpE fram, | i ' ' '"I
- . . _ . "Tn. f = not faund |
Performing Liboratory Cade N .28 —— “visc. = viscous
' “ 1iq, = liquid
Stady Ditectar for o
rgrromn;r_.bqﬂu,; Dr., Anders Pg_:erson i . : "
Qé_* /:Agsgszg
_ (lgearure) : (date)
Ah‘;wSupﬂMBF Peter Sandberg : . -
X h/ 950§25
. "~ (dacc)
Please refurn this fars for '
Dr, David Lowvell, COLIPA Data » BIBRA Toxicology Inzeraational Woodmansterne Raad, Crushalton,
SURREY, SMS €D, uxcrn«-(o)sm1m)
dll e, e *
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Dats Repart Form
COLIPA It Vitrp Kye Prrifation Valldatfag ’l'np"n:n:
FHASE 2
?'_ Cou DA‘I‘ - b smm °
o Ootoseusor Mierophysfuncer : MENTAL
] : - DATA
'+ Piydal L% MRD) QIRD, n ag/al) | Predited | ssw '
Appraraza = MMas® | Cons-
Trial3 | THad2 | TYaf) Averags | Capcem
White vis.liquid | Unsuidable fof testinb. .
Colourless liquiq 4,290 |4.026 | 4.028 | 4.133 5.416 l-;’.é/.gfg
White gel . - | Unsuideble fol.testidk, . _
Pl'g;!_;e _\;3‘-3'25“3 1i{. Unsuifable fo . test s "
Colourless liquif 2.771] 2.785 | 2.785 | 2,988 F45.000 PR3
3440 Colourless 1iquiy 2.833)2.898 | 2.845 | 2.863 [ 40.740 [ L5+,
3470 White-yellow gel|l Unsuifable £ testifg.
3488 Colourless liquifi Unsuifable fn# testing.
3500 Colourless li;quih 3.394) 3.371 3,387 3.386 18,984 (=11
3517 Celourless liquifl 3.480) 3.667 | 3.727) 3.636 | 12.657 |- 0
3556 Colourless liquig 5.357] 5.329 | 5.334) 5.340 | 0.628 29,0
3561 Slightly yell 1i11.3.622 3.476 | 3.519) 3.543 | 14.751 ‘ﬂ%
a3 3677 Creen clear vis| 3.691| 3.836| 3.668] 3.739 | 10.657 [|-1%, z |
43720 . | colourless 1iquit 3.127] 3.164]| 2.963] 3.093 | 29.970 23 . -
3724 Colourless liqufd with frystal recipifation Unsuitahje fnr 'I'.‘.'Ek‘l:in .
valuzs to be datcrmined By fartias dr € Tasiperent fram. | ed —
Performing ZaSeratory Code Nou 28 — . ' .n.f = not found
Study D for T visc. = viscous
etar . 1iq. % 1iquid
FPerforming Laberatary: _Dr.Anders Peterson . ", 1 qu .
Grict)
Rz / uz—gs:_osza
_ (siznarure) (date) )
Azav Supervised by:
i Sl 950628 [
|

(date)

>

Dr. nmauwn,mma Data Coordinagé 35“7@:@%“’&!&“!&(%
SURREY, mtns.uxh«-(u}nalm '

> Lo * -

S " =
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. 738 1036 .. .MICROBIOLOGICAL et BLIG &
07/14/85  FRI 16:30 FAX 301-:.:-.!; 738 1039 e ﬂCHUBIDl_.DI"" 321 738 1835 svs:?’a_?lzfﬁjoii\
Appendix 3 :
Bats Report Form
COLIPA Ia Vitre Ej Drrisaion Validatfon Progrmps -
PHASE 2
5 = T JEi e e ——— PR
T BT CORE DATA . : .
SO W Qhuurlﬁm}hﬂm
Sample ID © Pkl Log (MRD,) (MRD,, iv ng/mD Pedided | 5%
Appesrunce ¥Ase | Cacs
Triall | Triad3 | Trial3 Averuge denex®
3731 Drange powde nsuitsple for jresti
limﬁ ack gel suitaple for ftesrin
3764 White gel Fuitaple ;ﬁ]gégting Y
3789 folourless liquid| 4.980]5.135 |5 151 5,095 Jo.983 [Z8
' 3825 Cnluﬁﬂeaa liquidf >5.5 [ »5.5 ) _;I <0.330
l 3837 ite gel Unsuitaple for Jeesting
| 3864 Colourless liquid| 3.114]3.090 [3.079 | 3.093 |29.630 ~0.% ¢
EE White gel nsuiteble for ltestins
l 3906 White gel Unsuitaple for frestin
ﬂ 3918 ite powder Unsuitaple for [testing

. .“n.f = not found

!’;rfam-m’g Litl:oralorr Code Noz 28 — . R b
Study Directar for - . 1iq. = liquid
Pecforming Labaratary: _Dr,Anders Peterscn : . . "
- _
— =22 2 e
) {elgrature} g (dats)
ASiavs Supccvised by: Peter Sandherg‘
¢ ? pd
¢ (dors)

Pleare retury this form ta:
Dr. Da:id Lowell, COLIPA IBRA Toximlogy Intcrnational Woodmansierns Road, Crashalton,

SURREY, SNIS ¢DS, UK (Pax 44-(0)81-661 725)

-
.- g, . -t e



E3 COLIPA Raw Data from Microbiological Associates, Inc.
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Appendix 2

Data Report Form

COLIPA In Vitro Eye Irritation Validation Programme:

PHASE 2
CORE DATA SUPPLE-
Cytosensor Microphysiometer MENTAL
DATA
Sample Physical Log (MRD,) (MRD,, in ug/ml) Predicted 95%
ID Appearance MMAS* Confidence*
Trial 1 | Trial 2 | Trial 3 | Average (Lower/Upper)
2056 White flakes 4.40 422 417 4.26 431 -25.2/34.0
2079 Clear colorless liquid 247 249 252 249 63.1 32.5/92.7
2089 Clear colorless liquid 3.45 3.46 3.60 3.50 15.7 -13.9/45.5
2092 Clear colorless liquid 2n 297 2.90 2.86 40.9 11.6/71.2
2115 Clear colorless liquid 5.20 524 521 522 0.783 -28.7/30.3
2171 Clear pale yellow 3.98 417 3.62 3.92 7.79 -21.6/37.8
liquid
2174 Clear colorless liquid 246 2.60 244 2.50 628 32.5/92.7
2337 Clear colorless liquid 4.94 494 495 495 1.28 -283/30.8
2356 Clear colorless liquid 4.86 4.63 4.63 471 1.96 -27.6/31.5
2365 Clear colorless liquid Unsuitable for testing
2392 | Opaque viscous liquid Unsuitable for testing
2429 Clear colorless liquid 4.44 | 3.96 | 433 I 424 447 -252/340
2551 Opaque viscous liquid Unsuitable for testing
2575 ‘White paste Unsuitable for testing
2639 White cream Unsuitable for testing
2652 White cream Unsuitable for testing
2713 White cream Unsuitable for testing
2721 | Clear colorless liquid | 2.71 | 2.73 | 2.70 I 271 492 20.1/79.9
2774 Red powder i Unsuitable for testing
2827 White cream Unsuitable for testing
2887 Pale yellow opaque Unsuitable for testing
cream
2906 Black cream Unsuitable for testing
2947 White cream Unsuitable for testing
2993 ‘White cream Unsuitable for testing
3099 ‘White suspension Unsuitable for testing
3105 Clear colorless liquid 3.50 3.47 315 338 193 -11.2/48.3
10f3
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3148 Clear colorless liquid 311 2.88 | 3.12 I 3.04 | 32.0 1.79/612

3166 Black cream Unsuitable for testing

3169 Orange powder Unsuitable for testing

3213 Clear colorless liquid 2.79 2.87 273 2.79 44.5 143/74.0

3244 Clear colorless liquid 3.46 3.26 343 338 19.2 -11.2/48.3

3343 Clear yellow liquid 295 2.93 296 295 36.3 6.48/66.0

3399 Clear colorless liquid 3.67 3.66 3.49 3.61 133 -16.3/43.2

3453 Clear colorless liquid 5.27 535 537 533 0.635 -28.9/30.1

3458 White cream Unsuitable for testing

3507 White cream Unsuitable for testing

3524 Clear colorless liquid 3.98 3.99 3.90 3.96 7.35 -223/371

3525 Clear pink liquid 453 4.59 4.61 4.58 2.47 -27.2/31.9

3533 White cream Unsuitable for testing

3568 Clear colorless liquid Unsuitable for testing

3584 White cream Unsuitable for testing

3589 Clear colorless liquid | > 550 | > 5.50 541 > 541 < 0.553 >-29.0/<30.1

3631 Clear colorless liquid 3.65 3.62 3.64 3.64 12.6 -17.4/421 292

3645 Clear blue liquid 3.70 3.57 392 3.73 10.8 -19.3/40.2

3651 Clear amber liquid Unsuitable for testing

3704 White cream Unsuitable for testing

3740 Clear colorless liquid 4.41 431 4.24 4.32 391 -25.6/33.7

3770 Clear colorless liquid 294 294 284 291 38.4 9.00/68.5

3806 Clear colorless liquid 3.65 3.63 3R 3.67 12.0 -17.4/42.1 > 3.00

3855 Pale yellow cream Unsuitable for testing

3870 Clear colorless liquid 4.73 4.76 471 4.73 1.87 -27.7/31.4

3872 Clear colorless liquid 5.42 543 5.42 542 0.538 -28.9/30.1

3883 White cream Unsuitable for testing

3886 White flfiky 3.10 3.09 3.20 313 28.1 -2.46/56.9
suspension

3908 Opagque liquid Unsuitable for testing

Values to be determined by parties directed by the management team.

20f3
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Performing Laboratory Code No.: __27

Study Director for
Performing Laboratory: John W. Harbell, Ph.D.

(print)

Y/ Y ,%;, 12 /975

/ (signature) (date)
Assays Supervised by: Hans A, Raabe, M.S.
)
// (/o D e
Llore Sk Yy 51
(signature) / (date)

Please return this form to:
Dr. David Lovell, COLIPA Data Coordinator, BIBRA Toxicology International Woodmansterne Road, Crashalton,
SURREY, SMS5 4DS, UK (Fax: 44-(0)81-661 7029)

Jof3
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E4 COLIPA Decoded Samples for Microbiological Associates, Inc.
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04/28/96 MON 10:59 FAX 301 738 1036 MICROBIOLOGICAL ++» BLDG 4
. | . ' :
< | D I
. FAXTROM ;
| ! BIBRA Intemitional )
P Woodmanstyme Road,| Carshalton, Surrey SMS 4DS, Great Eritain }
1 " Telephone: 01R1-652 1000 - Fax 0181-661 7029
¢ i . v o
b —~
P To: br Jahn lliarbell COMPANY: Micrebiclogical Assaciates, Ing,

FAX NO: 001 301 738 1038

!
i
—r
1

DATE: 29 April 1958

FROM: Ms Pat Alpin on behaif of

i, -_Dr Paul G Brantom, Head of Divisian Custamer & Informatien Sapvicas

Lo NO. PAGES muuqirg cover sheef)
It you do Act resive 0!l pagex or quallly is peof, ploace phene D781-852 1000

3

’Laborat:ory Re: ' er
Assay: . Silicen Miérophysiometer

1 ——

-Dear Dr Harbell

[ T

'Draize eye irritation tost
i

L1 The COLIPA study to aasess the valldity of in vitra alternadves to the

: We have been rq"qucaad by lhe Management Team 1o release to your laberatory

list attached.
. Should you ha\ne§ any qwriui; please do net hesitate 1o comtacl me,

Yours sincerely '

o e g

1
i
!
i
i

T R cam

. Pat Mpll'l

i i
i
f
i

ﬂﬂﬂ/faﬂ@l '“'DIBO’IDIGOE:)I!R e ‘ VHaTe c-—— .
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04/29/96

e e e ——

€00/Z00 @

MON 11:00 FAX 301 738 1036

MICROBIOLOGICAL

+++ BLDG A

N
COLIPA study tg assess the valldhty of in vitro alternatives to the

Draize eye irritation test

. — I
l.‘ahmry. e, | o7 ' . Asszy: Silicon Microphyslometer
s=l|
anslyzes . ' E . Sample ch:i::ﬁ::::hu
1 Blush, - 2774
2 Eye Nher 2908
3 | Petisned siin fatien 3507
4 Palishing serub 2713
5 Shampan na.1 - nermal 2uyg
L] Eye make-up remover 2as7
2 | Hand caanser 3458
B | Hair dye base formuiation no, 1 3883
9 | nButyl acetate 2368
10 hrﬂdl?ule . 2056
1 Polysifylene giycol 400 asm
12, | Propylene giycot sEr2
13 | Trhon X-100 1% 3740
1 Glyearol sas8
15 Tween 20 7171
18 E!mp:m . 588
17 | Sotium 1auryl eulphegs 3% 2088
18 | Sodiym hyarexge 1% 1524
19 | 1seprppanal : 2358
20 | Triton X100 5% h 380
21| Benzalkenium chioride 1% aze
2 Mettl eihyl ketone 'aa7n
23 Sadiim leuryl sulphate 15% 2721
24 | Sodium lauryl sulphate 80% 2079 7
28 | Tritu) X-100 10% 244
28 | Bendikonium chioride 5% 3720
& | Benkenium chicride 10% 2174
T
|
L
TVOIS0TOIL0AIIN cev Wata

E22
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04/29/96 MON 11:00 FAX 301 738 1036 MICROBIOLOGICAL +++ BLDG A @oo3

v ot '
i] : o
b | .
i ;  COLIPA study to assees the valldiy of In vitro alternatives to the
! ! Draize gye irritation test
; l -——-—_ - ! e e
g Labormery na. ? _ Assay: Silison Mierephyeiometer
for atabistical ) ] Code supplied i
i : analyses - Sampile laboralories :
g ‘ 28 .Pump decdorert / ermiparspiront 2429 .
. : 2 | Sunscreen lation 3584 j
: ' 30 | Gologne 3651 .F
.' 1 | Eysshadow a1es
| 32 - | Mascara : 3166
| 2 | Emukion arfiparapirant 3538
4 3 [ Gel Heanser —
- 3 | Hand soap , a7
j 38 | Shampoo - baby "o
37 | Sunccrman SPF 15 2088
38 | Raidsying fetlen 2115
A S I T =
H ' 40 Shsmpee - armdanan 3908
“ hainpoo - 2-in-1 2576
' . 42 | ryarophiie pimmant 2351
: 45 | Momwoen 525
i “ Tnuiﬁpue 265 [
H 45| Ciednsing mam i 370s
'il F a Hais condlianer 3855
' a7 Mnisfuriser with sunscreen 2530
‘ a8 | Shdwergel 2827
{ ] s | Skin deansar @
,; . S0 | Hak dyo base formulation nn. 2552
-; 51 I-lai' dye e fmuilalion na. 8 2847
R &2 . | Ceylpyridinum bromide &% 3ses B
: ss Eijilpyrldlnlum bromide 10% 3099 T
1 ; b4 Sodlum hydraxlde 10% ‘ amd
I 5 | Inchisreaceric sold 30% 3148
b )
| |
| | |
cowc’ou i "W:Jran"lmnns-niu Prs rrerr = - !
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